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REMARKS
This. is .in response to the Office Action ofﬂAéril 9, 2002.
In thatroffiée Actibﬁ,4C1aiﬁs 28, 32f>33 aﬁd’EG'Wéfe féjécée&b
under 35  USC §112, second paragraph, as being indefinite for.
failing - to-._particularly point_ out.-and;.distinctly“_claiﬁ_qthe,uﬁ,_,,,“<_
subject matter which Applicants regard as the invehtion.

specifically, the term “associated with” was deemed indefinite.

3T*and—38—were—rejected—under*35—USC'

CIHiﬁ§*2472B, 30-333
§103 (a) as being unpatentable over U.S. Patent No. 5,536,238 to
Biscﬁof in view of U.S. Patent No. 6.158,3i9 to D'Silva.

Claims 29; 34 and 35 were objected to as being dependent
upon a - rejected base claiﬁ,‘<buc were deeméd allowable if
réwriccen in.independent form ﬁo include all of the limitations
of the base c¢laim and any interveping claims. pikewise, Claim
36 was deemed allowable if rewritten in independént~ form ¢to
include ail of the limitations of the base and intervening
claims.

Before turning tokthe'rejections, Appiicants affirm their
election of Claims 24-38 (the Group II Claims}, and request that
Claims 1-4 and 6-23 be cgncelled, witﬁout prejudice.

By this Amendment, Claim 24 has been amended. C;aim 54, as
amended, is directed to a disposable fluid processing set for
zse in the photoactivation treatment of a biological fluid. The

disposable processing set of Claim 24 includes a first container

- g-
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for holding a bkiological fluid and a photochemical agent during

- the photoactivation treatment.  .The container is made - of ‘a

material that is'éubs;antiélly'cranslucent to light in the Uva

wavelength range.. ' The disposable fluid processing set: alsb

includes. . a —. gsecond. . .contailner for. -receiwving-  -at— least --the

biological fluid from the first container. The second container

is integqrally connected to the first container . during

photoactivaticon Etreatment. The fluid processing set oﬁiﬁi&im 24

further includes an oﬁenable flow path between the ‘first and

second containers and an adsorbent material for: removing at

least  one or " both: of excess photochemical agent or

ﬁhotoachivation byproducts from the biological fluid. For the’

reagsons set forth below, Applicants respectfully: submit that

Claim 24, as amended, would not have been obvious over the art

of record.

The patent to Bischof is directed to a system for removing

white blood cells and contaminants from a biological fluid. The
system in Bischof includes a treatment device,  a source
container of fluid (such as blocod), and a receiving container

for receiving the blood after. creatment. The treatment device

further includes a first element (in an interior chamber) for

removing white blood cells. The first element is .typically a

fileracion medium for removing entrained contaminants (by

separating the cellular component in which contaminants are
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entrained) . A s_econd' element is also contained within the

_treatment device for eradicating contaminants that are outside

" of the white blood cells (e.g., in the plasma) ..
The treatment device in. Bischof employs photodynamic
e _ therapy._that__includes _combining _blood with ‘a_ photoactivation____

agent. The treatment device includes an array of radiation

sources that activate the agent and, as a result, “remove” the’

concaminants.

The system in Bischof uses a peristaltic pump to, qdnyey
blood from thé ‘source container to the device. As the blood
flows l:hréugh the device, white blood cells are ren;oved.by the
first element and contan;i'nants in the blood are‘ “removed”, by the
second - element (i.e., <,radié.tion—activated photoactive . agent).
Thus, .Bischof is ‘a c¢lassic flow through trlevatmenr. -system. By
Ehat,,ir:. is meant that the blood is treated as it flows through
the device, not while it is held wichin the containers.

D'silva, on the other hand, describes a system for the

. treatment qf a blood product contained within a plastic
container with UV light tQ phocéaCCivate -chemicals that have
been combined with the blood product. in D’Silva, the container
is carried by or placed on a drawer slidably movable in and ou’t
of an illumination device. The illumination device disclosed in

D’Silva includes two bag holding areas, 12A and 12B, such that
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“two bags may be processed simultaneously” (Column €, Lines 46-
47) .
'-itfis”the'pésitibh of the ééﬁeﬁhw6fficérﬁhatfig wéuld”hévef
been obvious to pfovide the system of the prima:y reference
“(Biscthl_,wichA_the”;treating__devicew;ofw D’Silva,. “in_order. to.- --
fé.cilitate handiing of the bj.ological coxﬁtainersA 'of_’the -primary

reference system’ iOfficé Action, page 4). The Patent, Office

—states that; ,“the—first*and—se'cond—cont'a:';n'e'rsﬁcf—-B'i‘S‘é:h'csf—*wf 1

’ effectively‘beiintegrally conneéte@ tb one another in Sections
125 and 128 of drawer 10 (of D'Silva) . Applicants;subﬁit.that,f
for the reasons set forth below, one of gkiil.in'the arc Qould
not haVe‘been motivated to make the modificatiénlpr§poéed~by the

.Office.

“The fact that a -prior art device‘could be‘rmo’dif‘ied s0 as_.'

to produce the claimed device is not a basis for an cbviousness - @

rejecrion under the prior art, unless the pricr art suggested

N ey

the desirability of such modification.” 1In re Goxdon, 733 F.2d,

900, 902, 221, USPQ 1125, 1127(Fed. Cir. 1984) (emphasis added).
Furthermore, it is incumbent upon the Examiner to identify some
suggestion to combine the references or to make the

modification.” In re Mayne, 104 F.3d, 1339, 1342, 41 USPQ 2d

1451, 1454 (Fed. Cir. 1997).
Applicants respectfully submit that in this case, the prior

art, when viewed together, does not suggest the modification
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~

proposed by the Patent Office. In fact, the important and
Afundqn‘tental differences in how bloed products are treated in the
"Bischof and D’Silva systems would lead ome away from the
_proposed m_o.cli‘ficacion. ‘ |

__As _described above, Bischof 'utilizes a “flow through” ___ _~_
treatment system where the white blood cells and contaminants

are removed and/or inactivated during' flow. The containers

described—in the Bischof -system—serve-as—source—and—receiving

contidiners only. Ihere is absolutely no suggestion in Bigschof
that tﬁese’o; any other containers could, or should, serve as
containers for holding the blood during treatment. .For example, . i
there is no hint or éuggestion that the conta.i.ners in Bischof
should be translucent to UVA light, making them suitable for
direct .treatment by light. _Indeed,v there is no suggestion t:ha.t:v
the containers in Bischof could serve any purpose other ‘than
source ,-and receiving co_nta'i:;ers.

Even f one of the eontainers of Bischof.could be_used as
Vthe “illﬁminacion" container for holding the bloocd and
photochemical agent during creat.inerit:, use of the connected:
Bischof containers in the D’Silva system 'is not suggested.
D’'Silva disclcses treatment of individual, separated bags only.
According to D’Silva, “drawer 10 has two bag holding areas, 1l2A
and 12B, such that the twq bagé may be processed simultaneously”

{Column &, Lines 46-47). DrSilva does not suggest that

-10-
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comparcments 12A and 12B be used for holding twoAinterconngctéd

containers gf an integrated processing set. In. fact, -there would - -
'have been no reason to place EﬁéTéécond reééi§iﬁé ééﬁtainernin

the bag treatment compartments of D’‘Silva and exposé it co wv
- ~..:!'_j'g_h-_‘:,v/._j"E'__SL_"-QEJQ‘-?'1'-@_@‘ by _the-‘.OfAf_ice.. e s e

For these reasons, Applicants respectfully submit that the

.modification proposed by the Patent Office would not have been

obvious-~ Aceording%y, Claim 24, —as amended (and its dependenﬁ

claims), should be allowed.

Finally, it i.sln‘ot:ed that neither Bischof nor D'S.ilva
disclose 'a fluid processing set that includes .an-. adéorbent
material for removing aﬁ least one or baoth. of :excess

photochemical agent or photoactivation by-products ¢ from the

biological fluid. For this additional reasonf»claim'24 is novel
and would not have 'been obvious or’ in view of  Bischof and
D'Silva, whether considered alone or in combination.- |
‘Applicants havé made édditional amendments té the dependent
claims to more clearly recite cthe invention. For example;
Claims 25, 27, 33 and 34 have been amended to reci,t_e an openable
flow path connecting or joining the various containers. - aAlso,
it is believed that the amendments and/or cancellation of Claims
28, 32, 33 and 36 obviate the rejections under §112, second

paragraph.

-11-
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Applicants acknowledge the renumbering of claims noted -in
the communication of August .l4, .2001.  Applicants assume that

‘the claim dependencies were also corrected.

Next, Applicants. request that. the specification be .amended -

_to correct the patent number_referenced on.page-27. --The. correct
number is U.S. Patent No. 4,294,247. Apparently, the second to

last digit of the patent was mistakenly typed 'in as a *9,”

3122368176; , 10/08/912:19; Jethax #414;Page 17/22

instead—of—a—"4-"——The—correction regquested ig§ of an obvious

typographical error, in that the U.s. Patent No. 4,294,297 has
nothing to do with frangible connectors.
Applicants "are also submitting a Fifth Suppkeméntal

Information Disclosure Statement and ask that the references

‘cited :therein be considered and made of record in the present -

applicacion.‘

Applicants believe that the claims are now in condition' for °

allowance, : Reconsideration and allowance of. such claims are
respectfully requested.
Respectfully submitcred,
M '

Andrew G. Kolomayets
Registration No. 33,723

COOK, ALEX, MCFARRON,
CUMMINGS & MEHLER, LTD.

200 West Adams Street - #2850
Chicago, 1L 60608

{312) 236-8500
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VERSION WITH MARKINGS TO SEOW CHANGES MADE

In-the'specification:

' pParagraph bridging pages 27-28 has been amended as follows:

The disposable  processing set 200 .described herein may .

“,ﬁg;;ugg:winclude__frangible_mmembers_A230,41a<cl« disposed--within- - —-

tubing segments as shown in Fig. 15. Frangible members: 230 are

broken at the appropriate time to establish fluid .communication

between;—the——containers**of*—the_“prcbésgihg _set T 200 Such'

frangible connectors are described in detail in U.S. Patent No.
4294297 4,294,247 which is incorporgted by reference herein.
'Tubing segments -of disposable processing set 200 may: further
inclﬁde 'ind;cato;s 234é and 234b on the tubing. to indicate
proper pqsitionimg of the disposable processing set within the = .
.tray S0 (as will'bé'described more detail below) and/or to serve

as indica;ﬁrs of whefe tubing is to be severed and'seéledl In.

one eﬁbodimené.‘ indica:grs 234 may be plastic .rings disposed
aréund tubing segments. Of course, other tubing indicating

means may be used.

In the claimsg:

Claims 1-4, 6-23, 30 and 32 have been cancelled.
New Claim 39 has been added.

Claims 24-29, 31 and 33-36 have been amended as follows:

-13-
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24. (Amended) A .disposable fluid processing set for use in a
photoactlvat:lon treatment of a biological fluid compris:.ng

a First contalner for feee-:.—Viag holdlng a b:.olog:.cal flu:.d

and . a ’ photochemical agent during photoacclvatlon t:reatment,-

substantially translucent to light in the WA photoactivating

wavelength range;

wherein__. said... container _is ._made..-of -—a --material- -that--ig— -—- -

—a—second container for receiving at "least said biological

fluid from said first container wherein said second, container is
. integrally ' connected to said - first container during

photoactivation treatmentc;

means—eomprising an openable flow path between said first .
and second containers; and

. means an adsorbent material for removing at least ‘one or

‘both of excesé photochemical agent andfer gg photoactivation: by- :

products from said biological fluid.

25. (Amended) The disposable fluid processing set of Claim 24

further comprising a container for temporarily holding said

photochemical agent and meaas——fer—es&ab—l—mha—w—f-kew

communieat=eon an openable flow path between said first container

and said container holding said photochemical agent.

-14_

Received from < 3122368176 > at 10/8/02 1:33:00 PM [Eastern Daylight Time] . *



_8ent by CAMMCM ' 3122368176; 10/08/! 12:19; Jetfax #414;Page 20/22

26. (Amended) The disposable fluid processing set of Claim 24

wherein said meamo adsorbent material for removing at least one

=~ or both 'of ‘said "excess photochemical ‘agent amd or said

photoactivation by-product is housed . within said second

container.

27. (Amended) The disposable £fluid processing set of Claim 26

for—receiving—said

further comprising -a— thirdcontainer

bioiogical fluid from said second container and wmeans—£Eor

cabliching g%ew;gﬁﬁmmﬁiéaeaxa an openable flow :path .between

said second and third containers.

28. (Amended) The disposable fluid>processing set of Claim 24

wherein: said  wmeans .adsorbent material for removing  said

photochemical agent amdfer and said photoactivation by-products
from said biological ﬁluid éﬁ—***Ee*aéeé““*fh‘ﬁafé;%iew—@aeh 

comprises a flow throﬁgh dévice housihg said adsorbent material.

29. (Amended) The disposable fluid processing set of Claim 24

wherein said

gaid -pheoteaetivation—by producti—compricea—an adsorbent material

is contained within a semipermeable pouch housed within said

second container.

-15-
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31. (Amended) The disposable fluid processing set of Claim 24

‘pecwéen wheréin said processing set is adapted for joinder . to

and a container of biological fluid.

7

33. (Amended) The disposable fluid processing set of Claim 31

further comprising (a). a container for temporarily':holdi'ng said

Yy

photochemical agent (b)

commpunieation an openable flow path between said first ’cdﬁtai’ner
and sdid container holding said photochemical ‘agent, wheréin
séid .
said—precessing—set—and—a container holding said photochemical -

~agent -includes a tubing segment adapted for joinder to said

-seontainer of Dbiological fluid . ecomprises—a—tubing— segment

34. (Amended) The disposable processing set of Claim 27 whereins

said-means comprising a rcubing segment includ;ng an openable

flow path £for establishing flow communication between said

second and third containers cemprises—a-tubing—eegment—previding

-16-
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35. (Amended) The disposable processing set of Claim 34 further
comprising a-means - filter for capturihg loose particlés of said
adsorbent “material.

36. (Amended) The disposable fluid processing set :of Claim 35

wherein said capturing—means—conpriges—a—Eilter asgeeiated—with

sa+d tubing segment between said_second —and -third—econtainers

includes said' filrer.
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